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Subject: Guidelines for deterr11ining what processing technologies shall be

Reviewed by the NOSB
Date: MarcIl 15, 2002

Guidefines fo.. determining what processing technologies shall be-re~~ ~it~o ~
reviewed by the NOSB:

1) Processes that are strictly mechanical, p~Gah or biological are allowed for processing of
organic food products. Any process that does not cause a ch~noe in the food, other than by
meChan;caIL.ph~calt or biological means, and does not introduce nonagricultural
substances, other than those ~~d.\{j!geq in §205.605, would not need to be
reviewed.
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OMRI supports lIl~ NOP final rule description of permitted processing techniques at 7CFR 205.270
as "mechanical and biological methods" as being consistent with organic principles and the intent of
the OFPA. While tfle NOSB is not clearly deleg~ted in OFPA with authority to review pro~~~es as
such, NOSB clearly has authority to review and consider any processes that involve chemical
alteration or contact of organic food with substances not included on the National List. These
guidelin~s will help ci:;rify the typcs of processes tJ lal provide an opportunity for such contact. In
addition, NOSB may be called upon to review novel or specialized processes to make a
determination whether they do involve chemical modification.

By adding the word 'physical' to Guideline (1), this allows physical methods. such as ultraviolet light.
to be used without a review -Catalytic reactions that involve ion exchange re3in5, metal ",IdLes for
hydrogenation, and caustic finishing and peeling agents would all be considered chemical
processing and require a petition for the specific materials used.

m.n ~.a,Qg@
The NOP Final Rule allows for the limited use of ion exchange. OMRI understanri~ that under the
NOP F:"inal Rule, secondary additives that are in direct contact with food are considered processing
aids under 7 CFR 205.301 (f)(4). The Food and Drug Administration considers ion exchange resins
(21 CFR 173.25), ion exchange membranA$ (21 CFR 173.20), and molecular sieve resins (21 CFR
173.40), to be secondary direct food additives.

Resins lJ.c;F!n in ion exchange mcct the definition or 'processIng aid' under the NOP final rule (205.2).
The preamble clarifies that the term 'ingredients' as used under the Nap Final Rule includes
processing aids and incidental ingredients as well as declared ingredients (65 FAd. R~. 80587).
Therefore, iolll;:xchange Is not prohibited, but the resins, membranes, or other substances that are
in direct food contact and function as processing aids would need to be organically produced or
appear on the National List.

OMRI filed this comment with the NOP in response to the second proposed rule

"OMRI considers ion exchange resin columns to be synthetic substances, and therefore
prohibited in direct contact with organic food. This is not the same as ionizing radiation and
would not be an excluded method. A processor would be able to add allowed non-organic
ingredients on the National List prepared or purified by the use of ion exchange-such as
water, salt, enzymes, or lecithin-and to a pro('.A$sed food product ICJbeled 'organic' provided
all tne other ingredients were organically produced or appeared on the National Ust.
However, the use of ion exchange on an organic agricultural product, such as fructose made
from organic grapes, would rend9r the r~ulting ingrediel1l no longer organic." (June 9,

2000).

Ion exchange re!:ins are known to leal< from columns and thus become incidental additives in the
food. The FDA uses ion exchange resins as an example of consumer exposure to secondary food
additives (FDA. 1995). h~~.cf~n.fda_.Qqv1.::dm.§lQD.1::ffi~-..:b!!J1I.
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Similarly, the hydJugenatlon Of oils would also be considered chemical processing. Unlike nitrogen,
oxygen, and carbon dioxide, hydrogen does not appear on the National Lisl Similarly, the catalysts
used to generate hydrogen-such as nickel-also are not on the National Ust. These are also
COnsidered food additives (see 21 CFR 184.1537 for nickel). For hydrogenation to be acceptable,
the catalyst would need to appear on the NationaJ Ust.

(omment.~ frU1Il OMRJ t() NO.SOB
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propose a technical correction to allow ~II nther non-pathogenic food-grade bact~1 ia, rungl, and
other microorganisms ordinarily used to be added to the National List.

4) The NOSa could pmpnse the adoption of tho following Codex lallyuage for either a technical
correctiqn or addition to the National List:

"3.4 Preparations of Microorganisms and Enzymes:
Any preparations of microorganisms and enzymes normally used in food processing. witl1 the
exception of microorganisms genetically engineered I modified or enzyme!; rl~rived from
geneti~ t:rlgineerlng."

These may be combined, or a different approach might also h~ acceptable. Howevcr. to clearly
allow fermentation or other biological processing of many foods, the Nap Final Rule needs either a
technical correction or further additions to the National list.

~~.n~~n~
OMRI commented in June 2000 that the NOP Final Rule should be restructured to be more
~nnsistent with FDA regultltion of food proces~jrlg. OMRt suggested that the NOP should recognize
processing aids as separate from ingredients in a way that is consistent with the FDA's use of those
terms (21 CFR §101.100, FDA)- While ingredients needed to come from an organic sour~~ nr be on
the Netional List, pI u<.;essing aidS COUld be trom a natural non.organic source without needing to
appear on the National List. Synthetic processing aids would, of course, still need to bean the
National list. OMRf also suggested a broader allowance for non-organic ingredients ;Jnd processing
aids In the -made with organic" category. NOP did not accept these suggestions, in part because
NOSB had not reviewed or endorsed them, ~nd in part because members of organic community
objected to the allowance of incidental ingredients and wanted to see processing aicJ~ subject to the
same requiremen ts as ingredients.

The NOP establi!'hf;!d a stand;ard that rcquires all non-orgalliG processing aids. whether natural or
synthetic, to be on the National List. A subse!uent technical correction proposed by NOSB (June
2001) to correctly identify section 205.605 as including processing aids has not been made at this
time, leaving some confusion in the prOt;~ssing community as to whether these items must in fact be
added to 205.605 and 205.606. OMRI urges the NOSB to revisit our earlier proposals to clarify the
structure of the National List. OMRI believes a separate section should be de...ianated for proce6sing
aids, and that st;:t;Uon 205_606 is currently very unclear. Some interpret this section as only allowing
this closed set of non-organic agricultural ingredients, others believe these five ingredients have
been determined to be commercially unavailable in org~nic form, while anothcr reading holds that
these substances must be from organic sources if available and that any non-organic agricultural
ingredient may ~Iso be used if not commercially available. This confusion will lead to inconsistent
certification and enforcement of o~nic standards if not clarified.

~.r~s
Helfferich. F 1962- Ion Exchangc. New York; McGraw-HIII- Republished by Dover, 1995.

US Food and Drug Administration. 1995. Estimating Exposure to Direct Food Additives
and Chemical Contaminants in tll~ Diet. b-np~~a.!l:.fga..g.QYJ-.Q!!!§/o..Q@:.cg~tmJ. Accessed
March 11, 2002.
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National Organic Standards Board
C/O Ms. Katherine Benbam
Room 2510 -South Building
14th & Independence Ave., SW
Washington, D.c 20250-0001

, .
CC: N OSB.Processing@usda..g.?v

To the NdsB and NOSB Processing'Committee:

The Certter; 'for Food .Safety (CFS) is pleased to suptnit the following comments concerning the draft
proposal foir"GuideHh'e fot ddi~fmin1ng ~h'ethct' a processing techriologyshall'ibe reviewed by the
NOSBr" !..CF~ is a..t;l,on~'profit memb~~ ~rganization d~dicated to preserving integrity in organic
stanciar;ds. It .kairi~~'dii:ect' c~i1fact with' 'o;;;.tr '1.QO,OQ'f! meml:i~ of tlle!p1:ib'Jic' cwh& have previoUsly

,-:".,..;",.:i(':""i.I'i~",~:"";:';:.;:;,.'.i'~r"':,:

At the ou~~~'CFS'reiterates it support for the NOSB's legal authority. Under the Organic Food
Production Act (OFF A), the National Organic Standards Board (NOSB) is a non-governmental board
with a dive~e constituency representing organic fanners, environmental organizations, organic
ma.rkete~" ,c°~S~~, ~ds~~tific ~~. ~~,NOSB has two distinct roles: (1) to provide the
Secre~ 6f Xg46'11'fiir~'~th red6mrii~daribns tegarding the implementation of the OFP A; and (2) to
devclop the' P~~p~§~H'~~fi611:al ~t; 61: a'ni~~ents to"tb:eJ NatidhaI Listfbr s\ib~sioo~the Seci~tary .

~: ':';'.':':.::';.';;._":! 1;°,' ';,'!. ".",i.r"';~ ',;',"

The OFPA spe~y ~\imera{es the NOSB"slega1rolei11 establishing the N'a.ri6nalList df allowable
andprofuDitiV~InputS:~:' 1--' -;!'1',.'-;",";:':'; ;:'.'; , ::,., '.Ji;, '-:;'T"-.C:I"~:" ;,'

(DJ~Proce;dure' for es'cib1isffing NabbtiaI List. (1) In general -The National List
established by the Secretary shall be based on a proposed national list or proposed
amendments to the N~tional List that is devdoped by NOSB. (2) No additions. The
Secre~ may not ind~de exetn!'tions for synthetic substances in the National list other
than. those exem!'tions contained in the Proposed National List or Proposed



Amendments to the Natio~List 7 V.S.C. § 6517(d) (emphasis added).

CFS believes that the NOSB must ensure that guidelines concerning the review of processing
technology do not subvert the Board's legal authority to ensure that unapproved synthetic ingredients
are not allowed in end product labded "organic" or "made with organic." Accordingly, CFS provides
the following comments.

Consumer E~ectation on S~thetic§.

During the implementation of the OFF A the USDA has made it clear that the Agency views the organic
role as a marketing standard based upon consumer expectations. This approach has been stated by the
Agency's in its-treattnent of "excluded methods" and irradiation. The USDA has stated:

Products created with modern biotechnology techniques have been
tested, approved by the appropriate regulatory agencies, and can be used
safely in general agricultural production. At the same time, consumers
have made clear their opposition to use of these techniques in org-anic
food production. This rule is a marke~ standard. not a safe!¥:
standard. Since use of ~etic e~eering in the production of orgam£
foods runs counter to consumer e~ectations. foods produced through
excluded methods will not be pennitted to ~ the org-anic label. 65
Fed. Reg. 13534-35 (March 13,2000) (emphasis added).

and

Based on tills overwhelming public opposition, this proposal prohibits
its use in the produc~on of all organic foods even though there is no
current scientific evidence that use of irradiation presents unacceptable
risks to the environment or human health and may, in fact, offer certain
benefits. Because this rule is a marke~ s~dard and consumers have
~ressed a clear ~ectation that irradiation should not be used in the
production of organic foods. foods produced with this technology: will
not be pemlitted to c~ the org-anic label 65 Fed. Reg. 13514
(emphasis added).

As a result, the proposed guidelines must clarify and extend these prohibitions to any processing
guidelines. Therefore, the N OSB must ensure that by denying review of biological processes that such
lack of review does not allow any "biological" processes that use excluded methods or processing aids
or techniques that have been produced by excluded method. Similarly, guidelines concerning review
of processing techniques such as UV light must be written to ensure that ionizing in-adiation is

specifically prohibited.

In addition to these clarification, the N aSB Processing Committee must account for the market place
expectation of consumers when it comes to the use of synthetic ingredients in products labeled
"organic" or "made with org-anic." As a consumer and environmental o~tion, the Center for
Food Safety represents consumers of organic foods who do not expect to encounter synthetic
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ingredients in products labeled "orgdnic" or "made with organic." This consumer expectation was laid
out by Congress in § 651 0 (a) (1) of the 0 FP A which stites: "For the handling operation certified under
dUs chapter, each person on such handling operation shall not with respect to any agricultlu-aI product
covered by d1is chapter (1) add any synthetic ingredient during the processing or any post harvest
handling of the product"

Despite the OFP A's prohibition, the final rule has allowed synthetic substances as ingredients in/or on
processes pr-ooucts labeled as "organic" or "made with organic." 7 C.F.R. § 205.605. Thus, at
minimwn, consumers may have an expectation that any non-agricultural synthetic substances that are
ingredients in products labeled organic or made with organic have been specifically undergone TAP
review and been approved for inclusion on the National List by the NOSB. Any processing review
guidelines must make sure this market expectation is met

NOSB Aufuoritv Concerning Proc~~§ing Teclmiques.

At fIrst blush it might appear that the N OSB' s legal authority to review processing teclmiques is limited
to providing recommendations to the Secretary on implementing which processing stmdards are
acceptable. 7 V.S.C. § 6518(a). However, this interpretation ignores a significant part of OFPA's
delegation of authority to the NOSB. The OFPA specifically requires that NOSB will have a role in
addressing whether the make up of processed products is allowable under the Act. ill exempting any
food processing technologies from NOSB review, the Board must ensure it is not reducing or
eliminating its legal authority over the content of processed agricultural products.

The National Organic Program fmal rule defines "ingredient" as "any substance used in the
preparation of an agricultural product that is still present in the final commercial product as
consumed." 7 C.F .R. § 205.2. CFS is aware that many processes such as hydrogenation of oil or ion
exchange can result in secondary food additives and/or non-agricultural substances that remain present
in the final agricultural product that reaches the consumer. Thus, any processing review guidelines
must ensure that should the final product (regardless of processing technique used) contain any non-
agricultural synilietic ingredient such product may not be labeled "organic" or made wiili "organic"
unless all synthetics prese~t in iliat agricultural product have undergone TAP review and been
approved by ilie NOSH for inclusion on the National List. Detemrinations by the NOSB that such
non-agricultural synthetics should not be approved for inclusion on the National Iistmay have the end
result of prohibiting the processing techniques that created the presence of that synilietic in the final
agricult1Jral product. Such a result is consistent wiili ilie OFPA and NOSB's legal authority. The
failure of any processing review guidelines to ensure that NOSB retains this authority over the
allowance of synthetics in final a processed agricultural product (for example by exempting from
review certain processing techniques iliat create non-agricultural synthetic ingredients) would be
counter to the OFPA and directly contradict the NOSB's legal authority over the National List

process.

Accordingly, CFS recommends that the NOSH clarify its authority concerning this matter and
specifically includes language asserting this authority in any guidelines concerning the review of

processing technologies.
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Sincerely,

~~-.el ~ e.-
Joseph Mendelson III
Legal Director
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